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DPELPHARM
Novara

Certificate of Compliance /
Ceprudikar BignoBigHoCTI
Product: DEXILANT®, modified-release capsules, hard, 60 mg, 14 capsules in blister, 1 blister in
carton box/
Mpoayxr: AEKCUTAHT®, kancynu 3 mogudikosaHum BusinbHelHsm Teepai no 60 vr, no 14 xancyn y
onicrepi; no 1 GnicTepy B KAPTOHHII KopoOUi

Manufactiring date/ara supoGHuurea: 12.09.2024 Batch No./Homep cepii: 523440

Expiry date/Tepmin npuaatHocTi: 08.2027 Batch size/PoamMip cepii: 6160

Material Number of Delpharm Novara/Homep matepiany Bulk batch number/Cepia HepoatacosaHoro
Dendapm Hosapa: 6146876 npoayKTy:12865700-12855435

Material Number of Takeda/Homep martepiany Takepa: 6170780  Master Batch Record Version/Tpotaxon
BUpobHUUTBa cepil, Bepcin: 12.0

Code of aluminium / Kon Gaictepy  6142880.02

Code of carton / Koyt ynakosx 6142893.04

Code of leaflet / Kon tnerpykuii 6142883.08

Package size/Type: 14 capsules in blister; 1 blister in carton box/

Poswmip ta sy ynakoeku: o 14 kancyn y Griicrepi; no 1 Gnicrepy B xapTouHii kopobuj

StrenghtfPotency: 1 capsule contains dexlansoprazole 60 mg (granules-LL — 15 mg of Dexlansoprazole and
granules-H - 45 mg of Dexlansoprazole)f

Cuna giifAxrueHicTb: 1 kancyna MicTuTe B0 Mr gekcnakconpaaony {rpaHynu-LL — 15 mr gexcnarconpasony i rpanynv-H
— 45 Mr agkcnaHconpasony)

Dosage form: modified-release capsules, hard, 60 mg/

Nixapceka chopma: kancynu 3 moaudikoBaHUM BUBINEHEHHAM TBEpAi no 60 Mr
Marketing Authorisation Number UA/M3680/01/02/ Peecrpauiiine noceipuenHs: Ne UAM3660/01/02
importing Country: Ukraine / KpaiHa-imnopTep: Ykpaina

Manufacturer /BupoGHuk:

Name, address and Manufacturing Authorization number of Manufacturer, responsible for batch release:
Delpharm Novara S.r.l,, Via Grosa, 86 — 28065 Cerano {NO), ltaly, Ne aM-177 /2023

Hasea, micuesnaxopmeHHa | Homep niLeHsil BupoBHUKa BignoeiganbHoro aa BANYCK cepil:

Hendrapm Hoeapa C.p.n., Bia Kposa, 86 — 28065 YepaHo (HO), ITania, Ne aM-177 / 2023

Certification statement / 3assa npo cepmdhikauito;

I hereby certify that the above information is authentic and accurate, This batch of product has been fabricated /
manufactured, including packaging and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. f Lium a 3aceipuyio, 1o HasegeHa Bille iHopMalia & RocToRIpHOIO Ta TouHoto, Lo cepilo
npoaykUil Byno BupobieHo, BRYAMY NaKyBaHHA Ta NPOBe/ASHD KOHTPONE I AKOCTI Ha BULLe3a3HauqeHil AinsHnyi y
noBHift signosigHocTi 3 Bumoramu GMP, BGTaHoBNEHMK MICLIEBUM PErynaTopHUM OpraHoM, a Takox signosigHo RO
crieumndbikaLlifl, tWo MICTATLCH Y peecTpauiiHoOMY focke KpalHU-iMnopTepa. MNpoTokony BupobRULYBA, NAKYBAHHA Ta
aHaniale Byno nepernsHyTo Ta BCTaHoBneHo signoeiaHicte GMP. 3

Comments / KomeHTapi:
No deviation impacting the batch release occurred / BiacyTHi BigXxvneHHs, K BNNYBaNTE HA BY

Signature QP/Mignuc ynoeHosameHo! ocobu:

Name and position of persaon authorizing
the batch release/lM'a Ta nocaga ocoby,
fiKa BYAana A03BiN Ha BUMYCK cepil:

Quality Person / YnosHosaeHa ocoba Lorena Mella
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Delpharm Novara S.r.l.

via Grosa, 86 - 28065 Cerano (NO)

Sede legale e officina di produzione: Via Crosa, 86 — 28065 Cerand G / C.F. 02404 7300835
P.l, e Cod. Fisc, 02434730035
Numero fscrizione REA NO-239870 )
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Product: DEXILANT®, modified-release capsules, hard, 60 mg, 14 capsules in blister, 1 blister in carton

box /

Mpoayxr: JEKCIIAHT®, kancynu s moavchikopaHum BusinsHeHHaM Teepai no 60 mr, no 14 kancyn y 6nicrepi;

no 1 Gnicrepy B KAPTOHHIA Kopobui

Manufactiring date/ Qata supoGruyrsa; 12,09,2024
Expiry datel/ Tepmin npupgatHocri: 08.2027

Material Number of Delpharm Novara/Homep marepiany

HAencapm Hosapa: 6146876

Material Number of Takeda/Homep Matepiany Takega: 6170780

Batch No./Hamep cepii: 523440

Batch size/Poamip cepii: 6160

Bulk batch number/ Cepis HeposthacoraHoro
npofykTy: 12865700-12855435

Bulk manufacturer analysis date/flara aHanisy
BupoBHMKa HepoahacoBaHoro NpoLyKTy:
22.01.2025

Importing Country/ Kpaina-imnoprep::
Ukraine: Ykpaiua

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AHANIZY

Test ltems / MokaaHuxy

Appearance/
Onue

identification
(Dexlansoprazole)/
laenTudikadin
Hexcnadconposon

Assay
(Dexlansoprazole)/
KinsricHe BUaHaveHHA
Lekcnadconposon
Related Substancesf/
BuanaueHHa yucToTu
Sulfone anatogue/
Cynbhon aHanor
Sulfide analogue/
Cynuchia aHanor
Others (individual)f

Byab-Axa iHWa OAMHUNHA LOMitlKa

Total/
Cyma Bcix AOMILLIOK

Specification / Cneymdikauia

Capsules with blue cpague cap printed with "TAP” logo
in dark gray and blue opaque hody printed with «80» in
dark gray containing white to off-whlte granules/
Kancynu 3 ronyGoio Herposopoio KPMLLEYKOK 3 TEMHO-CIPUA
rpasitosaHAm «TAP» i ronyBrm Henpo3opym KOPNycoM a
TEMHO-CipUM rpaBitoBaEAM «E0», Lo MICTATE rpaHynu sig
Ginoro Ao maixe Ginoro konbopy

UV-spectrum: Test sample exhibits simllar UV spectrum
to that of reference standard similarly prepared./
Y®-cnextpoMerpia: YO-cnekrp A0CnianysaHoro posynsy
NOBUHEH MATH CHIEKTR, aHANCTMHKIA CNeXTPpY CTAHAAPTHOIO
po3unHy.

HPLGC or UPLC: The retention time of the sample peak
agrees within * 2.0% with that of the reference standard
peak.f

BEPX/YnuTpa-BEPX: Yac yTpuMysaHHsa 0CHOBHOO nika Ha
XpoMaTorpami AocnifKysaHoro posunHy Mae GyTu B Mexax
12.0% ocHoBHOTO Nika Ha xpomaTorpami craHgapTHore
PO3UUHY

90.0 - 110.0% of the labeled amount/

90.0%-110.0%

(Bin 3aABneHOro BMIcTY)

=0.70%
<£0.50%

€0.20%

£1.50%

Resulis / PesynbraTu

Complies/Bignosigae

Positive/ 1 03WTUBHA

Positive/ I TO3UTWBHA

99.2%

0.22%
<0.05 %
<0.05 %

0.22 %

DELPHARM Novara srl

Sede legale e officina di produzione; Via Crosa, 86 — 28065 Cerano (NO)

P.l. e Cod. Fisc. 02494730035
Numero iscrizione REA NO-239370
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DELPHARM
Product: DEXILANT®, modified-release capsules, hard, 60 mg, 14 capsules in blister, 1 blister in
carton box/

MNpopykr: JEKCINAHT®, kancynu 3 Mmoaudikosanum BuBiNnEHeHHAM Taepai no 60 mr, no 14 kancyn y
Gnictepi; no 1 GnicTepy 8 kapToHHIl KopobLj

Manufacturing date/ Jarta supoGHulrea: 12.00.2024 Batch No./Homep cepii: 523440

Expiry date/ Tepmin npyaarHocti: 08.2027 Batch size/PosmMip cepii: 6160

Material Number of Delpharm NovarafHomep Matepiany Bulk batch number/ Cepia veposdracosaHora
Hendapm Hosapa: 6146876 npopykTy: 12865700-12855435

Material Number of TakedafHomep mareplany Takepa: 6170780  Bulk manufacturer analysis date/[lata ananiay
BUPoBHWKA Hepo3thacoBaHoro NPoAYKTY:
22.01.2025
Importing Country/ Kpaiua-imnoprep::
Ukraine: YxpaiHa

Test Items / MNokasHukyu . Specification | Cneuudpixauis . ) Results ! PeayneTary
RIS b R R Lo AP S e T R S e O R R S T e B KRS
Content L]nlformltyl Meets the_ requ]remenls of <USP305>/ Complies/Bignosigae
OpntopignicTs fo3osanux ofkkule  TloBMHAI BigNCaiaaTH BUMOram
dapm. CLUA <905>

Loss on drying/ USP/ dapms. CLUA <3.0% 08%
Brpara macu Npy srcywwyBaHHi

Dissolution/ Acid stage: not more than 10% (of the labeled amount) in 1-1%
Po3usHeRHA 120 min/

KucnoTHe cepeposuwe:

He Ginsilte vix 10% (Bip 3aseneHoro BMmicTy) Yepea 120 xBunuH.
Meet criteria in USP<711> Acceptance tabled/

Kpurepil ouinkv dapm, CLUA <711>, Ta6n.3

Buffer stage (pH 7.0/

BydepHe cepeporuuie {pH 7.0):

not less than 15% (of the labeled amount) in 20 min/ 24 -26%
He MeHLwe Hbk 15% (Big sanBneHoro BMicTY) vepes 20 xBMniH;
not more than 35% (of the labeled amount) in 50 min/ 25-27%
He Binbiue Hix 35% (Big aansneHoro BmicTy) Yepes 50 xennwH;
not less than 80% {of the labeled amount) in 105 min/ 94 -99%

He MeHLWe Hix 80% (sig 3anenexoro BMICTY) Yyepes 105 XBunuH.
Meet criteria in USP<711> Acceptance table2!
Kputepii ouinku dapm. CLUA <7113, Tabn.2

Microbiological Examination/ TAMC- not more than 10° CFU/g/ *not performed/He npoBoauinea
MikpoBionoriuna yuerora’ He Binswe Hix 108 KYOIr
TYMGC- not more than 102 CFU/g/ * not performedy/He

He Ginble Hix 10° KYO/r
Escherichia coli- Absent/g
BigcyTHICTB/T

NPOBOANTLCA

* not, performed/He
NPoROANTRCA

! Test is release for at [east the first 10 commercial lots, next check is not [ess than 4 lots at release per year thereafter.
' TecT NpoEoAUTLCA HA Nepwkx 10 cepinx Npy BUNYCKY, 3 Aani — He MEHLLE HibK Ha 4 cepiax Ha pik 3a MeTonoM BWGIpRoBOre KOHTPOMIo

Releasing QP/ Signature by QP/
YnoBHoBaxeHa ocoba, Mianuc ynoeHosameHoi 0cofu:
sika Bufana fo3.in Ha sunyck cepil:
Lorena Mella

Date of signaturef

AaTta nignvcy:

22.04.2025

Delpharm Novara S.r.l.
Via Crosa, 86 - 28065 Cerano (NO)
FIVA/CF 02494730035
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DELPHARM Novara srl

Sede legale e officina di produzione: Via Crosa, 86 — 28085 Cerano (NQ)
P.l. e Cod. Fisc. 02434730035
Numevo iscrizione REA NO-230870
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AEPXKABHA CJIYIKBA 3 JUKAPCHKITX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUiBCHLKIM OBJIACTI

npos. Caitnuunoi Hagii, 3, m.Kuis, 02099, Ten/taxe; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €IPIIOY 37078774

B CHOBOK
Ipo AKICTH BBE3EHOT0 B YKpaiHy JikapckKkoro 3acoly

29.05.2025 Ne 24536/25/10

JEKCLUIAHT®

{HajiMeHYDBAHIA AiKADCRKOTO 32C0BY 3TiANO 3 peeCcTPalifiHHAM ToCBiNYeHHIA)
Kancynu 3 Mopxdikosanum BuBiIbHEHHIM TBepai no 60 mr, no 14 xancyxn y Gnicrepi; no 1
OuricTepy B KapToHHiil Kopobui

(dopma BHITYCKY, NO3YBAHHA, BHA NaKyBaHHH JIKAPCEKOTO 3acoby)
Howmep peectpaniitnoro nocsinuenns UA/13660/01/02 crpox aii peeerpauiiinoro nocsiguesns 01.01.2099
Cepis nikapcrkoro sacoby Ne 523440 Kinekicts BBE3CHOrO MKapcbkoro 3acody 6160

Bupobunk Hengapm Hogapa C.p.n., Itanisa

{naiivenypannn BAPOGHIIKA MKAPCEKOra 3acoby, KPAIHA MOXOMKEHIA)

Beesero B Yipatny Toaap_r_n:TBo 3 o0mexxeHo10 BignosigansuicTio "TAKETA
YKPAIHA", ineur. xox: 35849505

(waiiMenynanna Ta kof 3a €APTIOY ropuumeiof 0cobH a60 NpI3BHILE, IM'A, 110 GATEKODI 13HUHOL
0coGH - miANpHEMLA, 1T MiCLE NPOXUBAHHS Ta pEcCYparlifHmi HOMep 00MKOBOL KapTKY INAaTHHEA
nozarkin abo cepix Ta HoMep nacnopra)

IMporoxon izyansuore xourposio sin 27.05.2025 N 1590/3.

3a  pesyneTaTaMH  EPXKABHOLO KOITPONIO BCTANOBNEHO, IO nikapeexuii  3aci6  Beezeno B Vipainy 3
JAOTPHMANHSAM BuMor 3aKOHOAABCTEA [IOAO 32663MEYEHHS IKOCT JlikapcrKux 3acobis,

Onera EPEOMEHKO

(ninuuc)
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